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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
03/10/2010 has been entered. 

Status of the Claims 

2. As per the submission to the Office filed on 01/12/2010, the following represents 
the current status of the claims: claim 1, 7, 9-12, 16, and 18-20 were amended. Claims 
1 , 2, and 5-20 are presented for examination. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 1-20 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

5. As per claim 1 , Applicant claims "ascertaining relationships and trends among 
said stored data regarding a patient's treatment and comparing said relationships and 
trends with said representative treatment results so as to determine the relative 
effectiveness of SDB management of said patient", but it is unclear as to what is 
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occurring in this step. The claim is directed towards ascertaining relationships and 
trends regarding the patient's treatment data, and then comparing those relationships 
and trends with "representative treatment results" in order to determine the 
effectiveness of the patient's treatment. However, it is unclear as to what 
"representative treatment results" are. Are these other treated patients whose outcome 
after treatment was desirable? Or is this the patient's historical data compared to new 
patient data? What exactly is being compared here? It is claimed that relationships and 
trends are compared to representative treatment results but what relationship and what 
trend, how does a relationship differ from a trend such that it necessitated a distinction 
in the claim language, and how can a relationship or trend be compared with 
"representative treatment results"? A result represents the final status of something but 
a trend is representative of a status over time, so how are these reconciled as to be 
comparable? Finally, it is unclear as to what is performing the "ascertaining 
relationships and trends..." as the claim states only that it is done and not by what. Is 
the claim limitation performed by the computer or perhaps a by a person or something 
else entirely? 

6. Claims 2 and 5-20 are rejected for similar reasons. 

Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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8. Claims 1, 2, 12, and 13 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over U.S. Patent Application Publication 2003/0208465 to Yurko in view of 
U.S. Patent 6,81 1 ,538 to Westbrook. 

9. As per claim 1 , Yurko teaches a method for determining the effectiveness of 
sleep disordered breathing ("SDB") management of a patient comprising the steps of: 

-obtaining and storing data on a computer (Fig. 1 )(see: Yurko, paragraph 32-34 
and 43-49, is met by data stored in a database on a computer), the data regarding a 
patient's treatment and being associated with a time period of interest (Fig. 8A)(see: 
Yurko, paragraph 28, is met by device usage dates; paragraph 34 and 68, is met by 
start date and end data) and relating to body mass index ("BMI") (Fig. 1 0)(see: Yurko, 
paragraph 29 and 74, is met by weight and body mass index (BMI)) and one or more of 
apnea hypopnea index ("AHIU"), apnea index ("A I"), usage and continuous positive 
airway pressure ("CPAP") titration (Fig. 23A-23E)(see: Yurko, paragraph 29, 63, 69, 74, 
and 111-112, is met by CPAP daily usage and compliance); 

-displaying under control of the computer the BMI data together with one or 
more ofAHl, Al, usage and CPAP titration data for said patient (Fig. 23A-23E)(see: 
Yurko, paragraph 29, 63, 69, 74, and 1 1 1-1 12, is met by CPAP daily usage and 
compliance) in graphical form on a single screen for a selected time period (Fig. 1 ; and 
Fig. 23A-23E)(see: Yurko, paragraph 43-49, is met by computer interface for data 
presentation; and paragraph 1 1 1-1 12, is met by reports) to facilitate a comparative 
monitoring of the BMI and SDB management of said patien t; and 
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Yurko teaches using the present invention in connection with the therapeutic 
treatment in monitoring of sleeping disorders, the patient-specific data may correspond 
to body mass index (see: Yurko, paragraph 29), and the system provides summaries of 
the data collected for patients in table, chart, and statistical form using a CPAP system 
(see: Yurko, at least paragraph 1 1 1 and 112); however, Yurko fails to specifically teach: 

storing representative treatment results on said computer, said results 
representative of obstructive sleep apnea treatments of a plurality of patients; 

-ascertaining relationships and trends among said stored data regarding a 
patient's treatment and comparing said relationships and trends with said representative 
treatment results so as to determine the relative effectiveness of SDB management of 
said patient. 

Westbrook, however, teaches a relationship between input data concerning a 
patient's BMI or body mass index (see: Westbrook, column 21, line 60 through column 
22, line 8) and input data from a physiological monitoring/therapeutic device such as a 
CPAP device (see: Westbrook, column 25, lines 37-57) to produce logic-based reports 
that present an analysis of a session(s)-over-time based on the inputted data (see 
Westbrook, column 23, line 1 through column 24, line 33). Furthermore, Westbrook 
teaches that the analysis of such data is based on comparing the data against a sleep 
apnea database which contains physiological sleep data from at least one person who 
is classified as suffering from sleep apnea and from at least one person who is not 
suffering from sleep apnea (the "control") (see: Westbrook, column 8, line 37 through 
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column 9, line 7), the reports being designed to meet the needs of both consumers and 
physicians (see: Westbrook, column 24, lines 28-32). 

Yurko and Westbrook are silent on the number of screens utilized in displaying; 
however, it would have been obvious to one or ordinary skill in the art at the time the 
invention was made to display a plurality of information on a single screen with the 
motivation of saving time by reducing the number of 'click-through' screens. 

The Examiner notes that while the arrangement of specific elements in the prior 
art are not exactly the same as those presented in the claims, however, section 2144.04 
of the MPEP presents case law that sets legal precedent for supporting the rationale to 
reject based on design choice. Specifically, this regards the displaying on a single 
screen. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to combine the teachings of Yurko and Westbrook. The well known 
elements described are merely a combination of old elements, and in the combination, 
each element merely would have performed the same function as it did separately, and 
one of ordinary skill in the art would have recognized that the results of the combination 
were predictable. 

10. As per claim 2, Yurko and Westbrook teach the invention substantially as 
claimed, see discussion of claim 1 , and further teaches: 

-wherein the selected time period is adjustable (Fig. 8A; and Fig. 23B)(see: 
Yurko, paragraph 28, is met by device usage dates; paragraph 34 and 68, is met by 
start date and end data being adjustable; and paragraph 1 12, is met by exclusion days). 



Application/Control Number: 10/560,963 



Page 7 



Art Unit: 3626 

11. As per claim 1 2, Yurko teaches an apparatus for determining the effectiveness of 
sleep disordered breathing ("SDB") management of a single patient comprising; 

-a storage mechanism (Fig. 1)(see: Yurko, paragraph 32-34 and 43-49, is met 
by data stored in a database on a computer) for storing (1]_data associated with said 
patient with a time period of interest (Fig. 8A)(see: Yurko, paragraph 28, is met by 
device usage dates; paragraph 34 and 68, is met by start date and end data) and 
relating to said patient's body mass index ("BMI") (Fig. 10)(see: Yurko, paragraph 29 
and 74, is met by weight and body mass index (BMI)) and one or more of apnea 
hypopnea index ("AHI"), apnea index ("Al"), Usage and continuous positive airway 
pressure ("CPAP") titration (Fig. 23A-23E)(see: Yurko, paragraph 29, 63, 69, 74, and 
111-112, is met by CPAP daily usage and compliance); 

--a display for displaying the BMI data together with one or more of AHI, Al, 
usage and CPAP titration data for said patient (Fig. 23A-23E)(see: Yurko, paragraph 29, 
63, 69, 74, and 1 1 1-1 12, is met by CPAP daily usage and compliance) in graphical form 
on a single screen for a selected time period (Fig. 1 ; and Fig. 23A-23E)(see: Yurko, 
paragraph 43-49, is met by computer interface for data presentation; and paragraph 
111-112, is met by reports) to facilitate a comparative monitoring of the BMI and SDB 
management of said patien t; and 

Yurko teaches using the present invention in connection with the therapeutic 
treatment in monitoring of sleeping disorders, the patient-specific data may correspond 
to body mass index (see: Yurko, paragraph 29), and the system provides summaries of 
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the data collected for patients in table, chart, and statistical form using a CPAP system 
(see: Yurko, at least paragraph 1 1 1 and 112); however, Yurko fails to specifically teach: 

-and (2) for storing representative treatment results representative of obstructive 
sleep apnea treatment of a plurality of patients; 

-a processor for ascertaining relationships and trends among said stored patient 
data and for comparing with said representative treatment results so as to determine the 
relative effectiveness of SDB management of said patient . 

Westbrook, however, teaches a relationship between input data concerning a 
patient's BMI or body mass index (see: Westbrook, column 21, line 60 through column 
22, line 8) and input data from a physiological monitoring/therapeutic device such as a 
CPAP device (see: Westbrook, column 25, lines 37-57) to produce logic-based reports 
that present an analysis of a session(s)-over-time based on the inputted data (see 
Westbrook, column 23, line 1 through column 24, line 33). Furthermore, Westbrook 
teaches that the analysis of such data is based on comparing the data against a sleep 
apnea database which contains physiological sleep data from at least one person who 
is classified as suffering from sleep apnea and from at least one person who is not 
suffering from sleep apnea (the "control") (see: Westbrook, column 8, line 37 through 
column 9, line 7), the reports being designed to meet the needs of both consumers and 
physicians (see: Westbrook, column 24, lines 28-32). 

Yurko and Westbrook are silent on the number of screens utilized in displaying; 
however, it would have been obvious to one or ordinary skill in the art at the time the 
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invention was made to display a plurality of information on a single screen with the 
motivation of saving time by reducing the number of 'click-through' screens. 

The Examiner notes that while the arrangement of specific elements in the prior 
art are not exactly the same as those presented in the claims, however, section 2144.04 
of the MPEP presents case law that sets legal precedent for supporting the rationale to 
reject based on design choice. Specifically, this regards the displaying on a single 
screen. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to combine the teachings of Yurko and Westbrook. The well known 
elements described are merely a combination of old elements, and in the combination, 
each element merely would have performed the same function as it did separately, and 
one of ordinary skill in the art would have recognized that the results of the combination 
were predictable. 

12. As per claim 1 3, Yurko and Westbrook teach the invention substantially as 
claimed, see discussion of claim 12, and further teaches: 

-wherein the selected time period is adjustable (Fig. 8A; and Fig. 23B)(see: 
Yurko, paragraph 28, is met by device usage dates; paragraph 34 and 68, is met by 
start date and end data being adjustable; and paragraph 1 12, is met by exclusion days). 

13. Claims 7-11 and 16-20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over U.S. Patent Application Publication 2003/0208465 to Yurko in view of 
U.S. Patent 6,81 1 ,538 to Westbrook further in view of Trends (Cynthia L Leibson, David 
F Williamson, L Joseph Melton III, Pasquale J Palumbo, et al. "Temporal Trends in BMI 
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Among Adults With Diabetes". Diabetes Care. Alexandria: Sep 2001 . Vol. 24, Iss. 9; p. 
1584). 

14. As per claim 5, Yurko and Westbrook teach the invention substantially as 
claimed, see discussion of claim 1 , but fails to specifically point out: 

-wherein BMI data is used to characterize a patient based on predetermined 
BMI ranges. 

However, Trends teaches BMI categorizations of normal, overweight and obese 
based on predetermined BMI ranges (see: Trends, page 1585, under the heading of 
"Data collection"). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to combine the teachings of Yurko, Westbrook, and Trends. The 
well known elements described are merely a combination of old elements, and in the 
combination, each element merely would have performed the same function as it did 
separately, and one of ordinary skill in the art would have recognized that the results of 
the combination were predictable. 

15. As per claim 6, Yurko, Westbrook, and Trends teach the invention substantially 
as claimed, see discussion of claim 5, and further teaches: 

-wherein the patient characterization is displayed as a label on said single 
screen. 

Yurko teaches a computer interface for data presentation and reports (Fig. 1 ; and 
Fig. 23A-23E)(see: Yurko, paragraph 43-49; and paragraph 111-112), and it would have 
been obvious to one or ordinary skill in the art at the time the invention was made to 
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display the patient characterizations as taught by Trends (see: Trends, page 1585, 
under the heading of "Data collection") on a single screen. 

16. As per claim 7, Yurko, Westbrook, and Trends teach the invention substantially 
as claimed, see discussion of claim 6, and further teaches: 

-wherein patient characterizations include normal, overweight^ obese , and 
extremely obese (see: Trends, page 1585, under the heading of "Data collection", is 
met by BMI categorizations of normal, overweight and obese). 

17. As per claim 8, Yurko, Westbrook, and Trends teach the invention substantially 
as claimed, see discussion of claim 7, and further teaches: 

-wherein a patient characterization of normal represents a BMI range of 19-24 
(see: Trends, page 1585, under the heading of "Data collection", is met by a normal BMI 
range of 18.5-24.9). 

18. As per claim 9, Yurko, Westbrook, and Trends teach the invention substantially 
as claimed, see discussion of claim 7, and further teaches: 

-wherein a patient characterization of overweight represents a BMI range of 25- 
29 (see: Trends, page 1585, under the heading of "Data collection", is met by an 
overweight BMI range of 25.0-29.9). 

19. As per claim 10, Yurko, Westbrook, and Trends teach the invention substantially 
as claimed, see discussion of claim 7, and further teaches: 

-wherein a patient characterization of obese represents a BMI range of 30-39 
(see: Trends, page 1585, under the heading of "Data collection", is met by an obese 
BMI range of 30.0-39.9). 
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20. As per claim 1 1 , Yurko, Westbrook, and Trends teach the invention substantially 
as claimed, see discussion of claim 7, and further teaches: 

-further including a patient characterization of extremely obese representing a 
BM I range of 40-54 (see: Trends, page 1585, under the heading of "Data collection", is 
met by an extremely obese BMI range of 40 and over). 

21 . As per claim 14, Yurko and Westbrook teach the invention substantially as 
claimed, see discussion of claim 12, but fails to specifically teach: 

-wherein BMI data is used to characterize a patient based on predetermined 
BMI ranges. 

However, Trends teaches BMI categorizations of normal, overweight and obese 
based on predetermined BMI ranges (see: Trends, page 1585, under the heading of 
"Data collection"). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to combine the teachings of Yurko, Westbrook, and Trends. The 
well known elements described are merely a combination of old elements, and in the 
combination, each element merely would have performed the same function as it did 
separately, and one of ordinary skill in the art would have recognized that the results of 
the combination were predictable. 

22. As per claim 15, Yurko, Westbrook, and Trends teach the invention substantially 
as claimed, see discussion of claim 14, and further teaches: 

-wherein the patient characterization is displayed as a label on said single 
screen. 
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Yurko teaches a computer interface for data presentation and reports (Fig. 1 ; and 
Fig. 23A-23E)(see: Yurko, paragraph 43-49; and paragraph 111-112), and it would have 
been obvious to one or ordinary skill in the art at the time the invention was made to 
display the patient characterizations as taught by Trends (see: Trends, page 1585, 
under the heading of "Data collection") on a single screen. 

23. As per claim 16, Yurko, Westbrook, and Trends teach the invention substantially 
as claimed, see discussion of claim 1 5, and further teaches: 

-wherein patient characterizations include normal, overweight, obese , and 
extremely obese (see: Trends, page 1585, under the heading of "Data collection", is 
met by BMI categorizations of normal, overweight and obese). 

24. As per claim 17, Yurko, Westbrook, and Trends teach the invention substantially 
as claimed, see discussion of claim 1 6, and further teaches: 

-wherein a patient characterization of normal represents a BMI range of 19-24 
(see: Trends, page 1585, under the heading of "Data collection", is met by a normal BMI 
range of 18.5-24.9). 

25. As per claim 18, Yurko, Westbrook, and Trends teach the invention substantially 
as claimed, see discussion of claim 16, and further teaches: 

-wherein a patient characterization of overweight represents a BMI range of 25- 
29 (see: Trends, page 1585, under the heading of "Data collection", is met by an 
overweight BMI range of 25.0-29.9). 

26. As per claim 19, Yurko, Westbrook, and Trends teach the invention substantially 
as claimed, see discussion of claim 16, and further teaches: 
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-wherein a patient characterization of obese represents a BMI range of 30-39 
(see: Trends, page 1585, under the heading of "Data collection", is met by an obese 
BMI range of 30.0-39.9). 

27. As per claim 20, Yurko, Westbrook, and Trends teach the invention substantially 
as claimed, see discussion of claim 16, and further teaches: 

-further including a patient characterization of extremely obese representing a 
BMI range of 40-54 (see: Trends, page 1585, under the heading of "Data collection", is 
met by an extremely obese BMI range of 40 and over). 

28. Claims 5-11 and 14-20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over U.S. Patent Application Publication 2003/0208465 to Yurko in view of 
U.S. Patent 6,81 1 ,538 further in view of Applicant Admitted Prior Art (AAPA). 

29. Claims 5-1 1 and 14-20 are rejected in view of Applicant's specification (see: page 
9, line 30 though page 10, line 4), which states: "Based on the BMI value, the system 
determines the status of the patient at step S12. The system characterizes the patient 
as Normal, Overweight, Obese, or Extremely Obese. The determination is based on 
typical classifications where, for example, Normal is defined by a BMI of 19-24, 
Overweight is defined by a BMI of 25-29, Obese is defined by a BMI of 30-39, and 
extremely obese is defined by a BMI of 40-54." 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to combine the teachings of Yurko, Westbrook, and AAPA. The 
well known elements described are merely a combination of old elements, and in the 
combination, each element merely would have performed the same function as it did 
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separately, and one of ordinary skill in the art would have recognized that the results of 
the combination were predictable. 

30. Applicant's statement that such BMI characterization ranges are an "example" 
that would have been "typical" in the art at the time the invention was made is further 
supported by Trends (Cynthia L Leibson, David F Williamson, L Joseph Melton III, 
Pasquale J Palumbo, et al. "Temporal Trends in BMI Among Adults With Diabetes". 
Diabetes Care. Alexandria: Sep 2001. Vol. 24, Iss. 9; p. 1584). 

Examiner's Note 

31 . The article "Detection of Continuous Positive Airway Pressure compliance in a 
Group of Chinese Patients with Obstruction Sleep Apnea" (Hui et al., CHEST, Vol 120, 
No 1 , 07/2001 , pp 1 70-1 76), cited on Applicant's 01/1 3/2006 IDS, was found to be of 
significant relevance, though it was not used for the purposes of rejection. Specifically, 
on page 2 (original publication page 170), under the heading of Other Parameters of 
Interest, Hui teaches analyzing variables, such as BMI and AHI, for correlation with 
CPAP compliance at intervals such as 1 and 3 months. 

Response to Arguments 

32. Applicant's arguments from the response filed on 03/1 0/201 0 have been fully 
considered and will be addressed below in the order in which they appeared. 

33. In the remarks, Applicant argues in substance that (1) 35 U.S.C. 101 and 112 
rejections are overcome. 

The Examiner is partially in agreement. 
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Firstly, it is noted that Applicant is unsure if previous 35 U.S.C. 101 or 1 12 
rejections remain pending - they are not. The only pending rejections in regard to these 
statutes are the present 35 U.S.C. 112, second paragraph, rejections above that 
concern the most recent amendments. 

It is also noted that Applicant's explanation with regard to previous 35 U.S.C. 
112, second paragraph, rejections are understood and acceptable, and that the claims 
are understood to have the scope as explained by Applicant: "With regard to the 
rejection of claims 8-1 1 and 1 7-20 and the question of what occurs to a person with a 
BMI of 24.5, for example, the claims do not include such an intermediate BMI. 
Nevertheless, the lack of including such an intermediate BMI does not cause the claims, 
each of which includes a specific range, to become unpatentable." 
34. In the remarks, Applicant argues in substance that (2) the claims have been 
amended to included a limitation not anticipated by the prior art, specifically, that "[a]ll 
of the claims include a limitation of a display and a limitation specifically directed to a 
computer ascertaining relationships and trends and comparing these results to results 
of other treatment methodology. These limitations are not disclosed or suggested 
anywhere in the cited references. In addition, there is no suggestion in any of the 
references to combine with any or all of the other cited references". 

Applicant's arguments with respect to the limitations added upon amendment in 
the claims have been considered but are moot in view of the new ground(s) of rejection. 
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Conclusion 

35. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure: U.S. Patent 6,083,173 to Grant. 

36. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ROBERT SOREY whose telephone number is (571) 
270-3606. The examiner can normally be reached on Monday through Friday, 8:30AM 
to 5:00PM (EST). 

37. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jerry O'Connor can be reached on (571) 272-6787. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

38. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
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USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/R. S./ 

Examiner, Art Unit 3626 



/Robert Morgan/ 

Primary Examiner, Art Unit 3626 



